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5 10(k) Premarket Notification UOEO WS80ADiagnostie Ultrasound System

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

This summary of safety and effectiveness is provided as part of this Premarket Notification in
compliance with 21 CFR. Part 807, Subpart E. Section 807.92.

1. Submitter's Information: 21 CFR 807.92(a)(1)

SAMSUNGMEDISON CO., LTD.
42, Teheran-ro lOS-gil, Gangnam-gu,
Seoul, Korea

Contact Person:
Kyeong-Mi. Park
Regulatory Affairs Manager

Telephone: 82.2.2194.1373
Facsimile: 82.2.556.3974

Data Prepared: September 2, 2013

2. Name of the device:

Common/Usual Name:
Diagnostic Ultrasound System and Accessories
Proprietary Name:
UGEO WS80A Diagnostic Ultrasound System
Classification Names: FR Number Product Code
Ultrasonic Pulsed Doppler Imaging System 892.1550 JYN
Ultrasound Pulsed Echo Imaging System 892.1560 IYO
Diagnostic Ultrasound Transducer 892.1570 ITX

3. Identification of the predicate or legally marketed device:

- ACCUVIX A30 Diagnostic Ultrasound System(K 112339)
. UGEO HM70A Diagnostic Ultrasound System(K 130803)
- ACCUVIX XG Diagnostic Ultrasound System (K 103397)
- ACUSON S2000 Diagnostic Ultrasound System (K 130739)
- iU22 Diagnostic Ultrasound System (K(093563)

'/: The proprietary name of predicate device (K 130803) was changed to UGEO H-M7OA Diagnostic
Ultrasound System from UGEO H7Oc Diagnostic Ultrasound System on FDA Databases

510(k) Summary /Statemnent Certification ATTACH-EMENTI



5 15l0(k) Premarket Notification UOEO WSROAt~iagnostic Ultrasound System --

4. Device Description:

The UGEO WS80A is a general purpose, mobile, software controlled, diagnostic ultrasound system. Its
function is to acquire ultrasound data and to display the data as B mode, MI mode, Color Doppler
imaging. Power Doppler imaging (including Directional Power Doppler mode: S-Flow), PW Spectral
Doppler mode. Harmonic imaging, Tissue Doppler imaging, 3D imaging mode (real time 4D imaging
mode) or as a combination of these modes. The HOFO WS8OA also gives the operator the ability to
measure anatomical structures and offers analysis packages that provide information that is used to
make a diagnosis by competent health care professionals. The UOEO WS80A has real time acousti c
output display with two basic indices, a mechanical index and a thermal index, which are both
automatically displayed.

5. Intended Uses:

The UGEO WS8OA Diagnostic Ultrasound System and transducers are intended for diagnostic
ultrasound imaging and fluid analysis of the human body.

The clinical applications include: Fetal, Abdominal, Small Organs, Trans-rectal, Trans-vaginal,
Muscular-Skeletal (Conventional, Superficial) and Peripheral vessel.

6. Technological Characteristics:

The UGEO WS8OAis substantially equivalent with respect to safety, effectiveness, and functionality to
the ACCUVIX A30l Diagnostic Ultrasound System (KI 12339) and UGEO HM70A Diagnostic
Ultrasound System (K 130803).

It is substantially equivalent with respect to safety, effectiveness, and functionality to the [3D Cine,
HDVI and Volume NT] of SAMSUNG MEDISON's UGEO HM70A (K 130803) in regards to the
device with [SD Cine", FRV", 5D NT3' and 2D NT4'].
It is substantially equivalent wvith respect to safety, effectiveness, and functionality to the [Syngo Auto
OH Measurements] of Siemens's ACUSON S2000 (K 130739) in regards to the device with [5D LB
(Long Bone)5'].
It is substantially equivalent with respect to safety, effectiveness, and functionality to the [High Q
Automatic Doppler Analysis] of Philips's iU22 (K093563) in regards to the device with [MPI'].

All systems transmit ultrasonic energy into patients, then perform post processing of received echoes to
generate on-screen display of anatomic structures and fluid flow within the body. All system allow for
specialized measurements of structures and flow, and calculations.
These are described in detail in the technological characteristics comparison table as below.

5 10(k) Summary / Statement Certification ATTACHEMENT I



510(k) Premarket Notification UGEO WS80Afliagnostic Ultrasound System

<Technological Characteristics Comparison Table>

The subjt~Jt The predicate devices
Fetue haacersic; GE wll ACCUFVIX TJGEO ACCUVTX ACUSON i2FCI2tnt GOW8A A30 LHM70A I XG i .. 0'UZ236

________________ _________ I.(K 1133) K 130803) ( 1033~f 97) (K 123739)936
Indication for Use
- FetaW
- Abdominal 44 [ 444
- Pediatric 4 44
- Small Organ T_____

- Neonatal Cephalic N7 . ~
- Adult Cephalic 4 V7 -

- Trans-rectal N1~.
- Trans-vaginal -,r
- Musculo-skeletal 44444

(Conventional) _________ ______

- Musculo-skelelal4 444
(Superficial)

- Cardiac Adult N1______

- Cardiac Peditric _____

- Peripheral vessel N1_______ ~ ________I________________I_______

Scanhead Types

- ina ArrayI -
-Endocavity - T ~
-Phased Artav _____---T ..- _ _

Static Probes qV
Scanhead Frequency _______ ______

1.0- 20.OM~lz N1_ _ ~' I " 1_ _ _ _ _

Modes of Operation _____________ ________

-B9-mode4444

- Pulsed wave (PW)4444
Doppler

-Continuous wave (CW)]4 444
Doppler _ _ _

-Color Doppler444444
- Power Amplitude444444

Doppler ____ ___

-Tissue Harm~onic 144
- 3D14D imaging mode N1__ __

- Combined modes Nil444
Safety & EMC Compliance___________
- IEC 60601 -1
- UL 6060 1 -1
- CSA C22.2 No.601.1 I ______

- IEC 60601-2-37444444
-1EC 60601-l-244444
Acoustic Output Display Standard

5 10(k) Summary / Statement Certification ATTACH-EMLNTI



5 10(k) Premarket Notification UGEO WSXOAt~iagnostic Ultrasound System

The subject The predicate devices

Feature /Characteristics .dic ACVXACSN U2

A30 JMh7OA. XG S2000 J2
__________ (K112339). K130803) tKl103397) 4KI30739) ______

Track 3V V VV
Patient Contact Materials

Tested toISO10993-1
Functionality

- Quick Scan IQ Scan) VV7
- Spatial Compound V

Imaging

- SMDR (SMDR evo) \ V
- Auto IMT+ \V NT
(Auto IMT)

- Elastoscan Ni V7
- Panoramic N1 NV -

- 3D Imaging
(Volume Data VVV

Acquisition)

- 3D Imaging
presentation
3D Cine/4D CineVVVV
5D Cine-

- 3D Rendering
MPR(Multi Planer N1 VN1

Render)
- 3D 'I

M SV(Multi SliceVVV
View)

Oblique View
- 3D MXI

Volume Slice, Nfirror Vi \ V
View
-3D MaiCutVVVV
- Volume CalculationVV - VV

(VOCAL, X1 VOCAL) _____

-XI STICVVVV
-FIIDVI V VVt
- FRV

- Volume NT/IT VVVV _____

- SONT V
-2DNT
-ADVRVVV
- SO LB V
- MPI _______ ______ ______ ~

5 10(k) Summary /Statement Certification Afl'ACIJEMENTI



510(k) Premarkeg Notification UGEO WS80Afliagnosric Ultrasound System

7. A brief discussion of the bench and non-clinical tests conducted on the subject device
The device has been evaluated for acoustic output, biocompatibility effectiveness as well as thermal,
electrical, electromagnetic and mechanical safety and has been found to conform to applicable medical
device safety standards.

The UGEO WS8OA and irs application comply with voluntary standards as below:
- UL 60601- 1, Safety requirements for Medical Equipment
- CSA C22.2 No. 601 .1. Safety requirements for Medical Equipment
- 1EC60601-2-37, Diagnostic Ultrasound Safety Standards
- EN/1EC6060 1-l,Safety requirements for Medical Equipment
- EN/1EC60601-l-2,EMC requirements for Medical Equipment
- NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment
- NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical Acoustic Output Indices

on Diagnostic Ultrasound Equipment
- 15010993-I. Biocompatibility
- 15014971, Application of risk management to medical devices

Summary of Clinical Tests:
Not applicable. The subject of this submission. UGEO WS8OA. did not require clinical studies to support
substantial equivalence.

8. Conclusion
Intended uses and other key features are consistent with traditional clinical practices and FDA guidelines.
The design, development and quality process of the manufacturer confirms with 21 CFR 820 and ISO
13485. The device is designed to conform to applicable medical device safety standards and compliance.
Therefore, SAMSUNG MEDISON CO., LTD. considers the UGEd WS8OAto be as safe, as effective, and
performance is substantially equivalent to the predicate devices.

END of 510(K) Summary
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A0 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food end Drug Admarnmon
.10903 New Hampshire Aveuc

November 27, 2013
Samsung Medison Co., Ltd.

%Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
1394 25h Street NW
BUFFALO MN 55313

Re: K133329
Trade/Device Name: UGEO WS8OA Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.3550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, ITX
Dated: October 28, 2013
Received: October 29, 2013

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket noti fication of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may. therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the UC3EO WS8OA Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

SCI-6 C2-6 E3-12A
VRS-9 L3-12A L5-13
V4-8 V5-9

If your device is classified (see above) into either class 11 (Special Controls) or class Ili (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts BOO to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.



Page 2-Mr. Job

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specifc advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7 100 or at its Internet address
http)://www.fda.ilov/Medical Devices/ResourcesforYOLI/Industrv/defatilt.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.pov/Medical Devices/Saretv/RernortaProblem/delault.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under'the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7 100 or at its Internet address
htrro://www.fda.pov/Medica[Dcviccs/RCSOuirccsoi-Yoti/ndustr/default.htm.

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Ornice of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure
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SECTION 1.3
INDICATIONS FOR USE

510(k) Number (if known): K133329

Device Name: UGEO WSSOA Ojoenostic Ultrasound System

Indications for Use:

The UGEO WSSOA Diagnostic Ultrasound System and transducers ame intended for diagnostic ultrasound
imaging and fluid analysis of the human body.
The clinical applications include: Fetal, Abdominal, Small Organ, Trans-rectal. Trans-vaginal. Muscular-Skeletal
(Conventional, Superficial) and Peripheral vessel

Prescription Us V AND/ORt Over-The-Cotunter Use _ _

(Part 21 CFR 9031 SubpartiD) (21 CFR 807 SubpartCQ

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDR}I, Office of In Kim Diagnostics and Radiological Health (OiR)

(Division Sign Off)
Division of Radiological Health

Office of In 17lim Diagnostic and Radiological I Icalth

510(k) K 133329

Indication for use page I onoD



5 10(k) Premadiet Notification UGEO WSBOA Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Namn:UGEO WS8OAfliagnosric Ultrasound System
Intended Use: Diagnostic ultrasound imaingt or fluid flow analysis of the human body as follows:

Ojojeul Application Moorcration F icudes Simultaneous A-mode)
Genenil Specific 8r M PM) CWD Color Coinhtnct Go"le

(TakIad) (Tricks 1 & 111) -ope (Sm. (Spat)
ohbals Optihititic

Fall~bsricstSmMoreJj N N N N NotetI Notes 2. 4.7. S.II
Abdornifal(NeI /Q N N N N NotelI Noes 2. 79.9.11. 12
hum-~operative (&uv Noe A)
lnfls-opemtlive (Neuro.)

Fetal lngit Lopwcecopkc
A Other Pediatric

SmatltOrgo Nt Not 5) N N N N Note I Note 2.S. 6.7t9. 11.27
Neonrtal Cephalkc

Adult Ceptislic
Tun-eca N N N N HotelI Nowe2.11.1.12
Trmsvqiui N N N N NotelI Nom2.7.8. I. 12
Tuns-0edn
Toam-esopli (non-Cardiac)
Mwsculo-scl. Convenl.) N N N N Nowe? Note256791
Musculo-skel. (Superfic.) N N N N Note I Note 2.S.6.7.9. It
Inrlntinal
Cover (spec)

Cardiac Card iac PediaricTras-esopliaea 
(Cardiac)

Oili(spe.)
Peripheral Pc1 teavse N oe ot25679

vessel o w Tlpe.
N= new indication: P- pnvimly cleared by FDA K 122583: F- added underAppendix E
Additional Comments:

Color Doppler includes Power (Anmplitude) Doppler
Note 1: B-M. E.PW. B.C. B-PD. B-DPD. a-PPI. 8.Th. B-C.PW. 6404 W. B-DPD.PW. B*PPl-PW. B-TD-PW B-CM. Dual/Quad. B-E
Note 2: Includes isging aot guidance of biopsy
Note 3: Includes inrettlity, monitoring of follicle developmett
Note 4: Color M-nwde
Note5: For example: thyroid. parathyruid. treest. scriun and pent. in adult, pediatric ad atoal patients
Note 6: Abdominal os and peripheral vessl
Note?: Tissue Harmonic Im~agingC(THl)
Nowe8: 3D imagiung
Note 9t Spiald Comtpound ttmaging
Note 10 Ircludes Reail, GytneeologyPeMs
Note 11: Panoramic miing
Note 12: BastoScan

Concurren of CDRH. Office ofn Iniun Diagnosucs and Radiological Health (01R)
Prescnipticin Use (Per 21 CFR 801.109)

Indication for use page 2oflO



510(k) Premarkect Notification UGEC WSSOA Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

3 10(k No.:
Device Name: SCI-6for use with UGEO WS8OA
Intended Use: Diagnostic ultrasound imi tingt or fluid flow analysis of the human body as follows:

ainictl Application mode oropiratot, (incles sim.Atmncnbmode
Genen Specific B M PWD CWD Color Corinbhtdi Other

"ack I only (recks 1 & 1l1) -oRawer (sa. (So=
Opinhalmic Opihuimic

Fetu~ligbsteics (.reNMotij P P p p Note I Nota:12.4,7, 8. 11
Abdominhlf.* Note INj p p p p Nine I Notes!. 8.9t. 11
Intra~perativc rSee ffide 6j
limn-opeuative(Neuro.)

Feta fimaling Latosmcopic
& Other Perdorm

snreet Oma MSe YN' Si

Nontal Ccphalie
AdultCepialac ____ _______

Transrectal

Trmcpm. (non-Cardiac)
Musulo-skel. (Convent.)
Muscndo-ske. (Suprlic)

Other (spec) _ _

Cardiac Adult ____ ____ ______

Cariac Cardiac perform

Otherr(spec.)

peuipheral Peripheral vessel
Wtuu Other (Spec.)

N= new indication: P- previously cleared by FDA K 130903: E- added under Appendix E
Additional Comments:

Color Doppler includes Pourer (Amplitude) Doppler
Note 1: B-M. 34PW. B-C. B-PD. B- DPD. B-PPI. B- Th. B-C PW. 6- PD-PW. B- DPD-PW. B-PPI. PW. B-TD?FW. B-C-M. Dtual/Quad(B.
B.C. BPDM. B-TD. B- PPI. B4PD). B.E
Note!2: includes itmaing for guidance orbipsy
Note 3: Includes iaitity nottioring of follicle development
Note 4: Colo, Mmod
Note S. For example: ihyroid. parathyroid. brastL scrotum and penis ut adult. pediatn and nonaal Patnerts
Note 6 Abdominal otpnms and peripheral vessel
Note 7 Tissue Hamunoic lImaging (THI)
Notes & Dimaging
Note 9: spatial Compound lImaging
Note 10: includes Renl. Oynecolowy/Pclvis
Note WI Pasnumic imaging
None 12: Mlais=m

Concurrence of CDRII, Offie of Ini Prc Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 901. 109)
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.510(k) Prcrnwrket Noiicalion UOEO WSROA Diagnostic Ultnsowtvid Sysrem

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: C2-6 for use wit UGEO WSS0A
Intended Use: Diagnostic ultrasound ima ting or fluid flow analysis of the human body as follows:

______ Clinical Apliction Mode of ration ('iuMcd SiJTWIIVI*OW11 B-mode~)
General specific B M PWD CWD Color Combine- Doe

.. "iJtZI puX (ncks; I & 111) Doppler- (sp...a)L-.-. -.4 1J .
ophthlmic Opbtbaltfll

Fcirt bseuialis,(Swe 3se) p p pp Note I Nots.4.7. a. 1
Abdominal(e. Nowr 10) p p p p Note I Notes 2.7. 8. 11
lnflaopeutive (See Norell)
Inmm-opewatiwe (Nets.)

Fetal Imaging Lapanoscopic ____ ____ _______

& Other Pediumic
Small organ (Se Mae .1
Neonatal Celiate
Aduil Ceplilic

Trars-vswrisl
Trans-urethral
Trauis-esoph. (ronrCandim)

Musculo-skel. (Convert.)
Musculo-skcl. (Superfie.)

Invau-luinalu
* Oher (spec.) _ _ _ _

Card=a Adult ____ ____

Cardia Curdiac Pediatric
Trans-esoiptial (Cardiace)

Wsl other (spec.) _ _ _ _

N-new indication: P- previously clered byFDA K 130803; E= added wider Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B-M. B-PW. B-C. 840D. B-DPD. B+PPl. B'TO. B.C.PW. B-PD.PW. B-DPD-PW. BPI-pw, B+Th>PW. 8C*M. DwI/Qua*B.
B-C. O.PD. B+TD. B.PPI. 840D). 11-1
Note 2: Includes; imaging (or guidance of biopsy
Note 3: Includes infcntiily nioniloigof follicledeveopmeen
Note 4: Color Wm-tde
Nowe5: For example: thyroid. palyroid, brast. scrao and penis ini aduil pediantic and neoinaral patiints
Note 6: Abdominal oripans ad peripheral vesse
Note 7: rtm Haneonic Imaging CTIII)
Now : 3D imaging
Note 9, Spuil Comipound Inueg.ng
Note 10. Includes Renal. Oymmelogy/Peivis
Note It: Panormic, imiaging
Note 12: EbasoSean

Concurrence of'CDRH. Office of In IVro Diagnosaics and Radiological Health (O1R)
Prescription Use (Per 21 CFR 801. 1093
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*510(k) resnate! Notification UGEO WSSOA Diagnostic Ultmasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: E3-l2Aror use with UGEO WS80A
Intended Use: Diagnostic ultrasound ima ting or fluid flow analysis ofrthe human body as follows:

Cinical Application Mode of sio, Vincludes simultaneous BMode)
Genteral Specific 0 M PWD CWD Color Compiled- Other

(Trick I wiy ffacks I & 111) __i--sogle

bithlnc O hlvirunk

Fetsli bac (SNe 3) N N N N Note I Notea 7. a
AbdominsljNeeNnirI10 N N N N Note! NOs7.B1.I2
trrns-opeativ e Nore dj
Iflw-pewtfiv (Ncu.)

Fetal Imaging Lapamscopic ______ ________

& Other Pediatric
Small Org, Ism&ea Mt)
Neoaal Ceplulie
Adult Ceptuiic____________

Tin-ealm N N N N NMI Notes 7.B.12
Ttazis-al N N N N Note!I Noes7.1l2
Toms-uretlI
Tomns-cwjt,. (non Cardiac)
Musegtoskel. (Convent)

Mwuoae.(Superlic.) _______

lma-tusainul
Other (spec.)

Cuidtwc Adult
Cardiac Cardiac Pediatric

Tras-esophageal (Cardiac)
Other (spec.)

Peripheral peripheral vessew_____ ________

vessel Oiherfspcc.) ______

N-- new indication: P- previously cleared by FDA: E- added under Appendix E
Additional Comments:

Color Doppler includes Power (Amlitudle) Dopper
Note 1: B-M, B.PW. B.C. B+PD. B+DPD. B4PPl. B+TD. B+C+PW, B+PD*PW. B*DPD>PW. B#PPI.Pw, B.TD.PW. B4C.M. DualIQta4B.)
B.C. B+PD. B+TD. BtPPI. B.PD). B+E
Note 2: includes imaging tor gidance of iopsy
Note 3: Includes inafertlilty roilosinS orf olicle devekpnfll
Note 4: Color bM-rod
Note 5: For erample: thyroid. parmhymid. brea. stinm and penis in adult, pediatric and neonatal paticenth
Note 6: Abdominal ogns and periphieral vessel
Note 7: 71sme Harmonic Inmaging (1141)
Nowe 8: 3D imaging
Nole 9. Spatial Compound Ingingl
Note 10 Includes Renail. Gyeoilogy/Pelvis
Notw 11: Panmmic imaging
Note 12: ElasioScar,

Concurrnce: of CDRH. ornic of in Vitro Diagnsticssent Radeiological Healh (01IR)
Prescription Use (Per 21 CFRS801.109)
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510(k) Premarket Notification UGEO WSSOA Diagnostic Ultrsound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: VRS-9f1or use with UGEO WS80A
Intended Use: Dian ostic ultrasound ima ting or fluid flow analysis of the human body as follows:

______Clinical 
A ul lcsio a 

Mode of prationPic 
tue Simultaneous 

B-mode)

(Track I only I ~ ~ k & ill) IDopler* (Spea.) jSe.

OpIttlnc ophthalmic
FeulObcics r Nar 3 p p ps p NotelI Note 2.7.Sa
Abdomrnl(SeNoel10) p p p ps Note I Nine 3.7.1&12
inmasopcnuati sr, Nore 6.i

Inlip-opeuuine (Nemo.)
Fetal Imaging Lapaniscopic
& other Pediaric

small Oram is" Nit, 5)
Neonatol Cephajic

Adult Cephalic _ __

Tmans-rectal pS ps p ps Note I NoleZ. 7.8,12
Tram-vaginal p p p p Note I NotecZ 7.S 12

Trans-esoph. (nonCardiac)

MUecioSkel*. (Conventl)
Musculo-skel. (Superfic.)
loa-luminal
other (Spec.) _ _ _ _ _ _

Cardiac Adt _____

Cardiac Cardia Peditric

Tummsaoptqal (Cardiac) ____ ____ ______

Other (spe.) ____ ______

Pecripheral eIphrlvse ___________ _______

Wat ter(pe.

N- new indication: P- previously cleared by FDA K 103397: E- added under Appendix EL
Additional Comment.:

Colar Doppler includes Powrer lArrplitudcl Doppler
Note [ B*M. B'PWi. B.C. B-PC. B-DPD. B-PPI. B-TO. B-C-PW. B-PD-PW. B-DPD'PW. B-PPI-pW. B*TD.PW. 0-CM. DualiQuadilB.
B-C. B.PflB.TDBPI.fl.PD).8Er
Note 2: Includes imai fo, guidance of lomy
No1e93: Includes infesility monitoring or lollicle de'elopmcnrl
Noted: Color M-node
Nowe 5: For example: thyroid. paruthyroid. breast. Scrotum and penis in adull. pediaticn arnd neoratal paients
Note 6: Abdominal organ and peripheral vessel
Note 7: Tissue Harmonic Imtaging (Hi)
Note 8: 3D imnaging
Note 9: Spinial Compound Imaging
Nowe 10, Includes Renta. ynecology/picvis
Note 11: Pamic imaging
Note 12: ElastoScan

Concurrence of CDRH. Office of In ('ion Diagnostics and Radiological Health (011R)
Prcscriptiorn Use (Pou21 CFRSO01.10Q)

Indication for use page 6 ofO



510(k) Prearlst Notification UOEO WSSOA Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: L,3-12A for use with UGEO WSSDA
Intended Use: Diagnostic ultrasound irna ting or fluid flow analysis of the human body as follows:

Clinical Aoolication Mode or lasion Pinctde simltmneows B-nwde)
Geneual Specific B M PWD CWD Color Combined Otlher

.09 10.11L (TrcksI &111 Doolet (Spec.) Sc

IFI'talVbsctiac (See Not 3)
Abadomrinal(Sre Nlote 10)

lnmopemtive See N'*e6)

Inlruoporaive (Necuro.)
Feta Imaging Laprscopkc

& Other Pediatic
5nnalIOzpn virers5 N N N N NotelI Nowe2.5.6.7.9.l1. 12
Neonaa Cephalic
AdultCepmalic

Tmn,-avalinal

Trms-csopt. (non-Cardiac)
Mwculo-k. (Convent) N N N N Note I Noe 2.56.7.9.ll1
Masctrlcskl. (Superfic.) N N N N Note I Note 2..6.7.9.lIt
Insta-wummal
Othr (spec.)

Cardhax Acull
Cardiac Cardiac Pediatric

Ot1her (spec.)
Peripheral Peip Wvez N N N N Note!I Note 2..6.7.9.Il1

N-new indication: P= previously cleared by FDA: S- added under Appendix E
Additional Consments:

Color Doppler indludes Powver (Amplitude) Doppler
Note 1: B-M. B.PW. B'C. 840D, B+DPD. B-PPl. 8+TD. 8-C+PW. 6404Y+W. B+DPD +PW. B-PPI+PW. B+ThPW. 8+C*M. DuallQuadl(B.
B-C. 840.8B+T. n-Pvi. Batm). B-E
Note 2: Includes imaging for guidan or biopsy
Now 3: Includes Infertility mntiodngsofrfollicle development
Note 4: Color Wre-mtle
NoweS: For examsple: tyroid. parathyroid. breet scratume and penis in adult pediatric and neonatal patients
Note 6: Abdominal wmn and pornplerrad vessel
Note 7: rossua Harmonic Imtaging (ml )
Note & 3D imaging
Note 9. Spatial Compoid Imaging
Note 10: Includes Renal. Gyncologv/PeIvis
Note II Pannarnic imaging
Note 12: I-IntoScan

Concurrence orCDR H. Ornic of In l'iro Diagnosttes and Radiological I lesalth (01IR)
prescription Use (Per 21 CFR 80 1. 109)
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510(k) Preinarket Notification UCEO WS8OA Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: L5-13 for use with UGEO WS80A
Intended Use: Diagnostic ultrasound iia ling or fluid flow analysis of the human body as follows:

itnicai Application Mode of pration (includes sunultamous B-mode)
Genera Specific H M PWD CWD Color Combiwer Other

Track oniv (Tracks Il 1 - - Do klS Spc.
pthlut p0hihalmt

etal'Obsetic fS-r Nr 3

Abdom nil (Sre Nose 10,
hnnopetalive 0-r Not 6)
hnloperaive(Neum)

Feudaingn Lapttoeopic
& Other Pediatric

Small OrganiSvagJ p) p p Pp Noteal Note2Z . 6.7.9.11. 12
Neonatal Cephalle

Adult Cephulic

Tins-ectal
Trans-ureini

Trmns-esoph, lnon-Cutdiac),
Mluwulo-skel.(Coavent.) P P P . P Note I Note2. 3,6.7.Q. 11
Musculo-skel. (Supcflic.) P P P P New I Note 15.6,7. 9. 11
totra-liannal

ohe (SpecI

CardiacAdult
Cardiac Cardiac Pediatric

Trmn-csphaguil (Cardiac)
Other (Spec.)

PilezPeripheral vessI p p P P NotetI No 2,e.6.7.. 11
Wisewl OtrrSPecF_ _ _

N=rn indication: P= previously cleared by FDA K 130803: E- added tinder Appendix E
Additional Comnments:

Color Doppler indcluds Powr (Amipilude) Doppler
Note 1: B*M. 84PW. B-C. B-PD. B.DPD. B-PPI. B.Th. BtC-PW. B8404W. 3.OPfrPW. DPPI-PW. B-TD)PW. B-C*M. DlQuadIB.
B.C. B.PD. a-Tm. B.PPI. B.PDI. B.C
Note 2. Includes imaging foar guiane orbiopy
Note 3: Includes inrertiity monitoing of follicle developmew
Note 4: Color M-node
Note 5: For examrple: thyroid. pawahywod. breas scronum and penis in S&L pediatric and neonatal patiens
Note 6: Abdominal orgns Snd peripheral vessel
Note 7: Tumse Hanmonic lnagiag (THIt)
NoteS8: 3D imaging
Note 9: spatial Conwound Imaging
Note tO: IncIufes Real. GynecolomdyPelvia
Note IL Panrtamic imaging
Note 12: elastoSean

Concurrence of CORK. Office of In Vitro Diagnostics and Radiological Health (OIR)
Prescription Use (Peril1 CFRSOI .109)

Indication for use page S olI



510(k) Premairket Notification UGEO WS8OA Diagnostic Ultrsound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

51 G(k) No.:
Device Name: V4-Sfor use with UGEO WSSOA
Intended Use: Diagnostic ultrasound lena ting or fluid flow analysis of the human body as follows:

_________Cinical AprihCaion Mode or ration iicludes, simultareow, -mode)
General specific B M PWD CWI) Color Combined' oter

(Tac Iony)Crlsc.I&lll) Doppler- (S=
Optamic ophthlmic

Fital/burtetiaNNowuJ) P p p p NOWel Nine 2,7. 8
Abdominult~e Mae ,11J P P P p Note I Nowe 2.7. 8

lmm-operuii'c uo)
Fetl imaying lapnoscopic

& Oher pediatric
small Organ t6er Stir S

Neon)ru Cephulic
AdultCephulic
Trangrecial
Transveginal
Teas-stiu
Trmwsoj (non-Cardfiac)
MWCIJIOskCI. (Conventl)
Muaciulo-skel. (Supefli.)
lna-Iuminal
Other (spoc)
CardiaCAdult

Cardiac Cardiac Pediuic
Trans-esoiphageal (Cardia)

Peripheral Peihrlvse
vessel Ote(sc)

N=nm indication: P= previously cleared by FDA K 103397:2E- added under Appendix E
Additional Comments:

Color Doppler includes Powr (Amnpltude) Doppler
Note 1: B-M. B.PW. BC. B-PD. B-DPD. B-PPI. B.TD. B+C-PW. B-PD+PW. B'DPD+PW. B*PPI+PW. B'TD-PW. B*C.M. Dual'QuadgB.
B+C. B.PD. B-Tt3. B-PPI. B-PD). B*E
Note 2: Includes imaging forguidance of biopsy
Note3: Icudes infertlity nttoiig orf rlicle deveoprncm
Note 4: Color Mu-rnode
Note 5: For ciamnple: thyroid. paratbayroid. breast. scroswn and pns in adult. pediatric and neconatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Time Hanmonic Imaging (THI)
Now 8: 3D imaging
Note 9+ spatial Comnpound Imaging
Note MD Includes Renal. GynecologyPelvis
Note 11: panoramic inmging
Note 11: EastoiScan

Concurice of CDRH, Offic of /a Vitro Diagnostics anid Radiological Health (O11R)
Prescription Use (Per 21 CFR801. 109)
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510(k) Prenwkel Notification UOEO WSSOA Diagnostic UIltrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: VS-9for use with IJGEO WSSDA
Intended Use: Diagnostic ultrasound inta ing or fluid flow analysis of the human body as follows:

________ inkal Application Mode of opration rinctudes sinudlmneo -mrode)
Doneald Specific B M PD CWD Color Combined' Ote

(TakIol)(cks I & til)lM Domlr (Sec (jM
opthalmic Ophihitnc

FetaIIOtstcst SeNowj) p p P P Note I Not 2,7.8
Abdorrined(eNoae10) p p p p NotelI Note2 .a
tntfroperafive (See Mae 6)
lntus-opetv (Neuro.)

Feta Imaging Lquxoseopic
& other Pediatric

Small Orgain MSe MaerS)

Neonatal Ceptalic
Adut Cephalic
Transwrccl p p p P mI Note N 2e7.S
Tran-vagnl P P P I' Note I Note 2.7. 8
rrans-useduai
Tru-sPh. (nonCardiac)
MituLdo-skel. (Convent,)
Mwoduo-skej. (Superfic.)
Intra-lunhnal
Other (spe.)

CardiacAd~dt
Cardiac Candiac Pediatric

lhnsphapeal (Cardiac)
Cter (spec.)

PphuPeripheral vse
Vessel Ohr(pe)

N- new indication: P- previously cleared by FDA K 303397: E- added under Appendix E
Additional Comnmeols:

Color Doppler includes Ponte (Amplitude) Doppler
Note 1: B*I.4 B-PW. H+C. B-P13. 80DPD. B-PPI. B-TD. BtC.PW. B-PD+PW. 8.DPD+PW. B PPI-PW. B-TD+PW. B-CM. DuaIIQu*B.
B.C. B-PD. B-TD. BtPPI. B.PD). B-E
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes Irrcrliy mntoring of follicle development
Note 4: Color M-mnode
Note 5: For example: thyroid. parathyroid. breast. scrtu and penis in adull. pediaric and neotal patients
Note 6: Abdominal organs and Peripheral vessel
Note 7: Tissue Harmonic Imaging (fl-I)
Note 8: 3D imaging
Note V. spatial Compound Imaging
Note 10. htludes Real.Gynewo 0 /Pelvs
Note 1I: Panomnie imaging
Note 12: ElastoScan

Concurrence of CDRI-. Offieof orn Vint, Diagnostics and Radiological Health (011R)
Precription Use (per 21 CFR 801.109)

Indication for use page 1 olO


